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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

If NO Deriod for reply is specified above, the maximum statutory period will apply and will expire 5>imo l™^ ™ u s a c s 133 » 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)gl Responsive to communication(s) filed on 12 February 2003 . 
•a)E This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formers prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 44-82 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 44-82 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)B The drawing(s) filed on 12 February 2003 is/are: a)B accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 1 1 9 and 1 20 

1 3) E Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)[El All b)D Some*c)D None of: 

1 .g] Certified copies of the priority documents have been received. 

2D Certified copies of the priority documents have been received in Application No. . 

3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 1 7.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PT041 3) ^P^o(s) • 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Apphcafon (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) U Other: . 
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DETAILED ACTION 

Un,ess other.se boated, ^ h paper 

^onhea—enuopen^c^sw — 



Claim Objections 



sequence. 



C/a/m Rejections- 35 OSC §112 



Written 



DESCRIPTION REQUIREMENT 
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, • -?i m are newlv under 35 U.S.u 1 1^. 
. Claims44-72standrejectedandc,a im s73-82arenewy 

==== =■ 

Wimreaardtothenon.oncogenicvanants, in p a per#24, 
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bi nding region and compare the structural characteristics of certain low risk and high- 
risk HPV strains concerning oncogenecity, they do not teach the non-oncogenic 
variants. There is no genera, teaching for a consensus structure that define no, 
ccogene/c — . Further, it is noted that the only thorough studied oncogenic 
strain discussed in these references is HPV16, whereas the claims encompass any of 
the many strains of HPV. Moreover, Croo* et a/ teach that the oncogene-binding region 
is associated with the N-termina, sequences. Accordingly, if the non-oncogenic variants 
lack the N-termina, sequences, then the resulting peptide would loss the required 
immunogenecity. in light of these teachings and considerations, the specification fails to 
provide an adequate written description for the claimed genus of non-oncogenic 

variants of immunogenic derivatives of E6 and E7 of HPV. 

It is noted that the specification must teach those of skill in the art how to make 
~dVowto^he — ,^^-^^72^2^- 
(F ed.Cir. 1994), citing toieVaeck, 20 USPQ2d at 1445 (Fed. Cir. 1991). 35 U.S.C. § 
1 12 requires that the scope of the claims must bear a reasonable correlation to the 
scope of enablement provided by the specification to persons of ordinary ski., in the art. 
In re Fisher . 166 USPQ 18, 24 (CCPA 1970). 

Applicants are reminded that the Federal Circuit has stated that: 

a specffication need not disclose what is well known ir , the art. See, e*. 
HuhritPch Inc v M"n~-'"""' Antihndies. Inc., 802 F.2d 1367, utso, 
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undue experimentation is required; there is a failure to meet 'he 
enablement requirement that cannot be rectified by asserting that a I 
the disclosure related to the process is within the skill of the art It is 

he specification not the knowledge of one skilled in the art, that must 
supply th^ novel aspects of an invention in order to constitute adequate 

„ NrwnNordiskA/S. 42 USPQ2d 1005 (CAFC 1997) (emphasis 

added). 

Therefore, for reasons of record and those set forth foregoing, the specification 
f3j!s t0 meet the statutory enablement requirement under 35 U.S.C. first paragraph. 



Enablement Requirement 

To the extent that the claimed homologues and non-oncogeneic variants of HPV 
E6 and E7 are not adequately described in the instant disclosure, claims 44-72 stand 
rejected and claims 73-82 are newly rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention, since a disclosure cannot teach one to 
make or use something that has not been adequately described. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall cohdude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 44-82 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Calm 44 recites the limitation "the naturai polypeptide" There is insufficient 
antecedent basis for this limitation in the claim. 

thus the metes and bounds of the claim is uncertain. 

.. t .., : _:w^.w,HnnmDound". There is insufficient antecedent 
Claim 51 recites tow 

basis for this limitation in the claim, 
polypeptide". 

Claim73isvague a ndindefinitebecauseitdefinea P romoteras»the7.5k 

pr omoter»,it is unclear whether this refers to a particular promoter or any promoter 
havinS r, k siz e o,nuc,eicacid base pairs,hus,he m e,e S and boundsof the claim are 

uncertain. 

ClaimSOisvagueandindefinitebecausethemeaningofthephrase-amethod 
for the treatment of an HPV-re,ated cancerous or precancerous condition isasubiect" 

ecu, not bedetermined in the contextof the claim, thusthe metes and boundsof the 

claim are unclear. 

Conclusion 



No claim is allowed. 
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tnis Officeactio, Accordingly, THIS ACTION IS MADE FINAL. SeeMPEP 

CFR 1.136(a). 

MONTHS from the mailing date of this action. In the event a first reply is filed within 

... _ ,^ twc final action and the advisory action is not 
TWO MONTHS ottnemamnyuaww 

mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period wi,l expire on the date the advisory action is mailed.and any 
extension fee pursuant to 37 CFR 1 .1 36(a) Will be calculated from the mailing date of 

than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or eartier communications from the 

The examiner can normally he reached on 8:30 am - 5 p.m., Monday through Fnday. 

, fatt emp.s,o reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Deborah , Reynolds can be reached on 703-305-4051 . The fax numbers 

for re gu,ar communications and 703-872-9307 for After Final communications. 

Any inquiry of formal matters can be directed to the paten, analyst, Dianiece 
Jacobs, whose telephone number is (703) 305-3388. 
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Gazette 1096 OG 30 (November 15, 1989). 
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